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PAYMENT OF RESEARCH SUBJECTS
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Abstract: Payment ro research subjects Is common but controversial, Guldance pro-
vided in the federal regulations and codes of ethics is minimal and subject to interpreta-
tion. Ethical concerns about paying subjects-undue inducement, preferentially attracting
poorer populations, and the possibility of changing the nature of the investigator/subject
relationship-are discussed. Three possible models for payment: market model, wage
payment model, und reimbursement model, are highlighted, with the wage payment
model, based on compensation for time and effort, recommended as the most useful and
ethically appropriate. Areas for further research are outlined.

aying subjects to participate
in clinical research is & concern to
some who believe it may be an
undue inducement. Many research-
ers believe that payment is accept-
able as long as it is not an undue
influcnce, but there is very little
information available regarding how
you determine when undue induce-
ment is present.

Payment to research subjects is very
common but there is a wide range
of comfort with the practice (Table
1). Some investigators feel that it

is a normal part of doing business.
Others find it offensive to even
consider paying research subjects.
There is some guidance in the regu-
lations and codes of ethics, but it

is minimal and subject to interpreta-
rion. The Commaon Rule states only
that “An investigator (must) obtain
the legally effective informed con-
sent of the subject or legally autho-
rized representative . . . and shall
seek consent only under circum-
stances that provide the prospective
subject or repregentative sufficient
opportunity to consider whether or
not to participate and that minimjze
the possibility of coercion or undue
influence.” There are few data on
payment practices, including how
much researchers are paying, how
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they are making these decisions, and
any influence that payment might or
might not have on people’s decisions
about participating in research,

FDA Tnformation Sheets (1998)
(Table 2) specifically address pay-
ment, According to these informa-
tion sheets, the onus is on the IRB
to review the amount and manner of
payment being offered to subjects in
a given study, and to make a judg-
ment about whether the payment is
appropriate or undue influence.

Ethieal Considerations

in Paying Rescarch Subjects

Several reagsons might justify offer-

g payment 1o people partlcipating

in a research study. These are:

1. to avoid financial sacrifice on the
part of participants,

2. as compensation for their time
and effort, and

3. as an incentive 1o facijlitare
adequate and timely recruitment
or completion of a study.

At the same time, ethical concerns
in paying research subjects include
concern about unduc inducement,
the possibility of preferentially
aftracting poorer populations, and
the poasibility of changing the nature
of the investigator/gsubject relation-

ship. Since there are limited data

on the demographic composition of
research subjects, regardless of pay-
ment it is hard to know whether pay-
ment preferentially attracts poorer
populations as participants.
Reseatchers agree that they should
avoid undue inducement, yet there is
no consensus on how to determine
what constitutes unduc induceruent.
Decisions about payment to subjects
ate being left to investigators and
IRBs, who have minimal guidance
on how to make these decisions.

Three Payment Models

for Research Subjects

In a paper we published in the

New England Journal of Medicine in
the summer of 1999, we proposed
three possible models for payment:
market model, wage payment model,
and reimbursement model (Table 3).
The market model emphasizes the
idea of recrultment Incentive, in rhis
casc, money. The more incentive
needed to attract people to a study in
a timely manner, the higher the pay.
The result would be high payment
for studies where it 18 hard to recruit
subjects nnd lower payment for stud-
ies where it is easier to recruit
subjects, competition between stud-
icg because tesearchers with more
money could possibly recruit sub-

A AL VN G B e e

Cahiiatan el



jects more easily, and use of strate-
gies such as completion bonuses.

The wage payment model is based
more on the notion of compensation
for time and effort. The result would
be a relatively low, standardized
hourly wage, perhaps augmented by
bonuses for uncomfortable proce-
dures.

The reimbursement model is based
on the notion that it should not cost
people to participate in research.
This could play out in two ways:
reimburseinent for expenses such
as travel and ineals or reimburse-
ment for lost wages. Paying sub-
jects for lost wages could open a
Pandora’s box by paying individuals
differently depending on how much
money they normally eam.

We recommended the wage payment
model as the most useful and etl-
ically nppropriate way to think
about payment to research subjects,
Standardized and relatively moder-
ate or low payments reduce the
potential for undue inducement, pro-
vide some standardization across
studies 50 as W minimlze competi-
tion, and adhere to the principle of
justice by paying individuals sitnilar
amounts for similar contributions.

Further vesearch on payment to
research subjects s needed, includ-
ing research on:

[ the impact of payment on
recruitment,

0 the effect of payment on
informed consent and/or the
demographics of subject popula-
tions,

M the effect of recruitment
bonuses, referral fecs, and so
forth to physicians on recruit-
ment, informed consent, and the
demographics of subjects,

I'1 which incentives peoplc respond
to in making decisiona about par-
ticipating in research, and

I whether subjects’ cognitive,
social, nnd phyaical atatua affact
their response to incentives.
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Payment to Research Subjects i

. A common practme .
- »wArange of. comfart with: the practice uf payiug subjécts

« Minimal guldance from regulations or codes of ethics exists -
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e TABLE 2..
FDA Informatmn Sheets (1 998)

e s not uncorinon for subjects to be pazd
Vo R Payment is not considered a benefit but a recruitment incentive
e qunmal incentives are qften used. when health benefits are

" remote or non-existent

~» The amount and schedule of all paymems should be presented to

the [RB at the tune of initial Teview

+ The IRB should review the amount of payment and the method

and hmmg of disbursemnent to assure that nmthex are coercive or
present undue mﬂuem.e :

- TABLE3
Three Models for Payment of Researeh Subjects

Market Model -

. Research is somewhat risky, uncomfortable and ofno "

benefit to subjects; therefore, there is little reason for
~ subjects fo participate
. = Payment represents an incentive to get subjects to
- participate ¥ :
"« Result: High payment and employment of strategies such
B completmn bonuses
Wage Payment Model '
. Part1c1pat1on in regearch requlres httle skill but takes time,
. effort, and cndurancc of uncomfortablc procedures
. Paymcnt should be on a wage scalc similar to other
;- unskilled jobs :
".. « Rekult: Pay a relatively low, standardized hourly wage,

perhaps. augmcntnd by pay for paxtncularly uncomfortable

_progedures -
Reimhursement Model
~ « Research should not require ﬁnanclal sacnﬁce by subjects
~» Payment should Ccover cxpenses in arder to reduce the
financial burden
-. Result Reimburse aub] ects for expenses only
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